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IN THE Ca^AIMS: 

Replace claim 29 wtth the correipondlDC amended claim bdow: 

29. (Thrice amended) A phamiaceutical fiumulatioD con^uisiBg dicrapeatically effective 



amounts of an IBAT inhibitor confound and abile acid binder, whtfein the bile acid 



Applicants are grateful for the dlowanoe of claims 29 and 33-4S. A Notice of 
Allowability issued in the refercaoced ai^lication on March 17, 2003, An Interview Sitmfnaiy 
and Examiner's Amendment are attadied to the Notice of Allowability* 

By this Araendment, claim 29 has been amended to place the claim in the same form as it 
was prior to entry of the £xaniincr*s Amendment Si^ipoit fior the amendment to claim 29 is 
provided by the specification at page lines 1 1-13 and 19-21. 

As noted in the Interview Summary, a telephonic mterview between the Examiner and 
the undersigned Attorney occuztad on March 11» 2003. During the cour»>? of that discussion, the 
Examiner indicated that there was a *^posstble** indefiniteness issue with leqiect to claim 29 since 
the claim did not recite the release site of the IBAT inhibitor* Id the spixi : of cooperation and to 
advance the ^plication to allowance^ AppUcaota* Attorney authorized th^ amendment to claim 
29 to leciie that die IBAT inhibitor is formulated fiardeUvcqr in the ilcuir. 

Upon further considerationp Applicants respectftilly submit that the authorized 
amendment to claim 29. as entered by the Bcaminer* s Amendment^ is not necessary for either 
formal or prior art reasons. With respect to the prior ait, the issuance of Notice of Allowability 
is an affirmation that the prior ait does not discbse or suggest the inventiDn of allowed claims 29 




binder is coating layered for targeted release of the bilo acid binder in the colon. 
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and 33-45 wherein the bile acid bfaider Is released In Ihe colon. A recltatim of the target site f 
the IBAT inhibitor has no effect on flus patmtably dtsttnguiskmg ftature, i.e., the release site of 
the bile acid binder* which i$ tfie epccial technical feature linking all of allowed claims 29 and 
33^5. As such, there is no indefiniteness issue with respect to claim 29 \vbxch recites the release 
site of the bile acid hinder but does not recite the target site of the IBAT inhibitor. In contrast, 
claim 33 recites the respective release sites of the two active ingredients. Accordingly, there is 
no overlap in scope of the embodiments of claims of 29 and 33. 

For all of the foregomg reasons, ^>plicants submit that Hvr authoii?'^ amendment of 
claim 29p as entered by the Exanuner*s Amendment, unduly lixnits the scope of patent protection 
to which Applicants are entitled in view of application as origmally filed and in view of the prior 
art The Examiner's charactmzation of '^lossiblc** indefimteness issues \tdth claim 29, as noted 
in the Interview Suxmnary, indicates tfiat there may not indeed be any indefiniteness issue and 
that the authorised amendment was unnecessary. 

The Examines reconsideration is ipprcciated. Withdrawal of tins authorized 
amendment with respect to claim 29 is requested to return that claim to it s feim prior to entry of 
the Examiner's Amendment 
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CONCLUSION 



Upon entry of this Amendment; claims 29 and 33-45 itsnain pending. Applicants 
respectfully submit tbat claims 29 and 33-45 remain in condition for alloi^'ance for the reasons of 
record. Prompt issuance of a Notice of Allowance is earnestly solicited. 

The Assistant Commissioner is hereby authorized to charge any fes due in coimection 
with this communication to Deposit Account No. 23-1703. 



Dated: ^1 iM o^vU toO^ 



RfispectfliUy submitud. 



John M. Oenova 
Reg. No. 32,224 
Attomgy far Applicaiits 

Customei No. 007470 
Whiter Case LLP 

Attoniey's Direct Dial: (212) 819-8832 
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Claim 29 -Vgrrfoa j^yith MarMnn to Show Ch mgei Mady 

29. A phannaceutical fonnolalioii compzising ther^wtically effecdvo aic oimts of an IBAT 
intubitor cdnqpoimd and a bile acid bindm; ^i^ierdn ttie [iBAT inhibitor coDqK>und is 
fomnilated for delivery of the IBAT inhibitor compound in ttie ileum and the] bile acid 
binder is coating layered for targeted release of the bile add bindei- in the colon. 
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